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NOTIFICATION PURSUANT TO
SECTION 6 OF DSHEA

In compliance with Section 6 of the Dietary Supplement Health Education Act (DSHEA)
and Rule 21 C.F.R. 101.93, this Notification is filed on behalf of the following manufacturer of
MetaformTM Megabolan 20 packs Product #52471 bearing the statements set out below:

Weider Nutrition International., Iqc,.
2002 South 5070 West ~ c; 43 ‘% Nf? 14 F’: :X?

Salt Lake City, Utah 84104

The text of the structure-fimction claims for Hydroxymethylbutyrate (HMB); L-
Glutamine;  N-Acetyl-L-Cysteine;  Acetyl-L-Carnitine;  Phosphate; Multiple
Vitamin/Mineral is as follows:

(Statement 1)

(Statement 2)

(Statement 3)

(Statement 4)

(Statement 5)

(Statement 6)

Anti-catabolic and Recovery Megapacks

The all new MEGABOLAFP  is a promoter of muscle anabolism
that contains clinically tested biomolecules  designed to support cell
volume and exercise recove~.  This unique formula has been
designed to enhance a properly structured exercise and nutrition
program.

HMB has been clinically shown to decrease the rate of muscle
protein breakdown. Each daily serving contains 3g of HMB, the
same amount used in climical studies.

NAC supplementation has been shown to reduce muscle fatigue and
improve antioxidant status.

Carnitine combined with vitamins and minerals improved problem-
solving ability. Acetyl-L-carnitine has affinity for the brain as a
choline-like neurotransmitter.

Full spectrum vitamins and minerals, including magnesium, which is
involved in energy production, protein systhesis  and ATP
stabilization in muscle.

I, Luke R. Bucci, Ph. D., CCN, CNS, Vice President of Research at Weider
Nutrition International., Inc. am authorized to certi~ this Notification of behalf of the
Company. I certi~ that the information presented and contained in this Notification is
complete and accurate and that the Office of Regulatory Affairs at Weider Nutrition
International, Inc. has substantiation that each statement is truthful and not misleading.

DATED this ~s & day of , 199/ .
L

WIDER NUTRITION INTERNATIONAL, INC

97 S-0162

BY: G~fl &?4_ ‘
DR. LUKE R. BUCCI
Vice President of Research
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STRUCTURE / FUNCTION CLAIMS

NUTRIENT: Hydroxymethylbuty rate (HMB); L-Glutamine;
Taurine; N-Acetyl-L-Cysteine; Acetyl-L-Carnitine;  Phosphate;

Multiple Vitamin/Mineral

DATE: February 25, 1998 BY: Luke R. Bucci,  PhD
Document Name: sfOl anab.wpd

BRAND, CODE # & PRODUCT NAME(S): Metaform 52471 Megabolan ‘M 20 packs

NUTRIENT AMOUNT: 3000 mg calcium HMB; 2000 mg L-Glutamine; 1000 mg Taurine;
200 mg N-Acetyl-L-Cysteine;  25 mg Acetyl-L-Carnitine;  100% RDI
vitamins & minerals; 1000 mg phosphorus as phosphate

STRUCTURE/FUNCTION CLAIM:
Box:
ANTI-CATABOLIC AND RECOVERY MEGAPACKS
The all new MEGABOLANTM is a promoter of muscle anabolism that contains clinically tested
biomolecules designed to support cell volume and exercise recovery. This unique formula has
been designed to enhance a properly structured exercise and nutrition program.
s HMB has been clinically shown to decrease the rate of muscl eprotein breakdown. Each

daily serving contains 3g of HMB, the same amount used in clinical studies.
s Glutamine  and taurine are the major amino acids in muscle amino acid pools. Intense

exercise may depress valuable muscle and plasma glutamine levels.
● NAC supplementation has been shown to reduce muscle fatigue and improve antioxidant

status.
● Carnitine combined with vitamins and minerals improved problem solving ability. Acetyl-L-

carnitine has affinity for the brain as a choline-like neurotransmitter.
● Full spectrum vitamins an dmineralsl including magnesium, which is involved in energy

production, protein synthesis and ATP stabilization in muscle.

Hang Tag:
● THE ULTIMATE ANTI-CATABOLIC AND RECOVERY FORMULA
● Anti-Catabolic recovery formula
● Pro-anabolic  formula
s Athletes who want to enhance strength
● Athletes who want to build strength
● HMB has been clinically shown to decrease the rate of muscle protein breakdown

/

&$3d&.L&L <//1 9/
Approved by/ Date



.

Page 2 Weider Nutrition International
2002 South 5070 West

Salt Lake City UT 84104

REFERENCES:

Calcium Beta-Hydroxy-Beta-Methylbutyrate (HMB):
1. Nissen S, Panton 1, Wilhelm R, Fuller JC, Effect of ~-hydroxy-~-methylbutyrate  (HMB)

supplementation on strength and body composition of trained and untrained males
undergoing intense resistance training, FASEB J, 1996; 10(3):A287.

2. Nissen  S, Sharp R, Ray M, Rathmacher JA, Rice D, Fuller JC, Connelly  AS, Abumrad N,
Effect of the Ieucine  metabolize ~-hydroxy+methylbuty  rate on muscle metabolism during
resistance-exercise training, Am J App/ Physio/  1996; 81(5):2095-2104.

3. Nissen  S, Physiology and biochemistry of the Ieucine  metabolize ~-hydroxy-(l-
methylbutyrate, A/ufr Biochem 1997; 8:300-311.

4. Di Pasquale M. Beta-hydroxy-beta-methy lbutyrate (HMB), in Amino Acids and Protein for
the Afh/ete. The Anabo/ic Edge, CRC Press, Boca Raton, FL, 1997, 182-184.

L-Glutamine & Exercise: Decreased Glutamine Levels
1.

2.

3.

4.

5,

6.

7.

Keast D, Arstein D, Harper W, Fry RW, Morton AR. Depression of plasma glutamine
concentration after exercise stress and its possible influence on the immune system. Med
J Aust 1995; 162:15-18.
Parry-Billings M, Budgett R, Koutedakis Y, Blomstrand E, Brooks S, Williams C, Calder
PC, Pilling S, Baigre R, Newsholme EA. Plasma amino acid concentrations in the
overtraining syndrome: possible effects on the immune system. /Wed Sci Sporfs Ever 1992;
24:1353-1358.
Rowbottom  DG, Keast D, Morton AR. The emerging role of glutamine as an indicator of
exercise tress and overtraining. Sporfs /Wed 1996; 21 (2):80-97.
Zanker CL, Swaine IL, Castell  LM, Newsholme EA. Responses of plasma glutamine,  free
tryptophan and branched-chain amino acids to prolonged exercise after a regime designed
to reduce muscle glycogen.  Eur J App/ Physio/  1997; 75(6):543-548.
Castell  LM, Poortmans JR, Leclercq R, Brasseur M, Duchateau J, Newsholme EA. Some
aspects of the acute phase response after a marathon race, and the effects of glutamine
supplementation. Eur J App/ Physio/  1997; 75(1):47-53.
Rohde T, MacLean DA, Hartkopp A, Pedersen BK. The immune system and serum
glutamine duirng a triathlon. Eur J App/ Physio/  1996; 75(5):428-434.
Castell  LM, Poortmans JR, Newsholme EA. Does glutamine have a role in reducing
infections in athletes? Eur J App/ Physio/  1996; 73(5):488-490.

L-Glutamine & Exercise: Anticatabolic,  Muscle Protein Synthesis, Recovery
1. MacLennan PA, Brown RA, Rennie MJ. A positive relationship between protein synthetic

rate and intracellular glutamine concentration in perfused rat skeletal muscle. FEBS Letf
1987; 215:187-191.

2. MacLennan PA, Smith K, Weryk B, Watt PW, Rennie MJ. Inhibition of protein breakdown
by glutamine in perfused rat skeletal muscle. FEBS Leff 1988; 237:133-136,

3. Wu G, Thompson JR. The effect of glutamine  on protein turnover in chick skeletal muscle
in vitro. Biochem J 1990; 265:593-598.

4. Rennie  MJ, Ahmed A, Khogali SE, Low SY, Hundal HS, Tayloer  PM. Glutamine
metabolism and transport in skeletal msucle  and heart and their clinical relevance, J Nufr
1996; 126( Suppl 4):1 142 S-1 149S.

5. Rennie MJ, MacLennan PA, Hundal  HS, Weryk B, Smith K, Taylor PM, Egan C, Watt PW.



Page 3 Weider Nutrition International
2002 South 5070 West

Salt Lake City UT 84104

Skeletal muscle glutamine transport, intramuscular glutamine concentration, and muscle-
protein turnover. Metabo/;sm  1989; 38(8 Suppl 1):47-51.

L-Glutamine & Exercise: Cell Volume
1. Haussinger D, Lang F, Gerok W. Regulation of cell function by the cellular hydration state.

Arn J phySiO/ 1994; 267: E343-E355.
2. Low SY, Taylor PM, Rennie MJ. Responses of glutamine transport in cultured rat skeletal

muscle to osmotically induced changes in cell volume. J Physio/  1996; 492(Pt 3):877-885.
3. Parry-Billings M, Bevan SJ, Opara E, Newsholme EA. Effects of changes in cell volume

on the rates of glutamine and alanine release from rat skeletal muscle in vitro. B~ochem
J 1991; 276(Pt 1):559-561.

4. Haussinger D, Hallbrucker  C, von Dahl S, Lang F, Gerok W. Cell swelling inhibits
proteolysis in perfused rat liver. B;ochern J 1990; 272:239-242.

5. Haussinger D, Roth E, Lang F, Gerok W. Cellular hydration state: an important
determinant of protein catabolism in healht and disease. Lancet  1993; 341:1330-1332.

Glutamine & Exercise: Reviews
1. Roth E, Spittler A, Oehler R. Glutamine:  effects on the immune system, protein balance

and intestinal functions. Wien K/in Wochenschr  1996; 108(21 ):669-676.
2. Shabert J, Ehrlich N. The LMirnafe Nutrient. G/ufamine.  The Essenfia/ A/onessenfia/  Amino

Acid, Avery Publishing Group, Garden City Park, NY, 1994.
3. Newsholme EA. Biochemical mechanisms to explain immunosuppression in well-trained

and overtrained athletes. /nf J Sports Med 1994; 15 (Suppl 3):S142-S147.

Taurine:
1. Scholte HR, Yu Y, Ross JD, Oosterkamp II, Boonman AM, Busch HF. Rapid isolation of

muscle and heart mitochondria, the lability of oxidative phosphorylation and attempts to
stabilize this process in vitro by taurine,  carnitine and other compounds. /tJo/ Cc// Biochem
1997; 174(1-2):61-66.

2. Timbrell  JA, Seabra V, WaterField CJ. The in vivo and in vitro protective properties of
taurine. Gen Pharmaco/  1995; 26(3):453-462.

3. McCarty MF. Complementary vascular-protective actions of magnesium and taurine: a
rationale for magnesium taurate.  /14ed  Hypotheses 1996; 46(2):89-100.

4. Stapleton PP, O’Flaherty  L, Redmond HP, Bouchier-Hayes  DJ. Host defense --a role for
the amino acid taurine? JPEN 1998; 22(1 ):42-48.

5. Huxtable RJ. Taurine. Past, present, and future. Adv Exp /Wed Bio/ 1996; 403:641-650.

N-Acetyl-L-Cysteine (NAC):
1. Kinscherf R, Hack V, Fischbach T, Friedmann B, Weiss C, Edler L, Bartsch P, Droge W.

Low plasma glutamine in combination with high glutamate levels indicate risk for loss of
body cell mass in healthy individuals: the effect of N-acetyl-cysteine.  J Mo/ Med 1996;
74(7):393-400.

2. Reid MB, Stokic DS, Koch SM1 Khawli FA, Leis AA. N-Acetylcysteine  inhibits muscle
fatigue in humans. J C/in /nvest 1994; 94(6):2468-2474.

3. Sen CK, Rankinen T, Vaisanen S, Rauamaa R. Oxidative stress after human exercise:
effect of N-acetylcysteine  supplementation. J App/ Physio/ 1994; 76(6):2570-2577.



Page 4 Weider Nutrition International
2002 South 5070 West

Salt Lake City UT 84104

N-Acetyl-L-Carnitine:
1.

2.

3.
4.

5.

6.

7.

8.

Bucci LR. Micronutrient  supplementation and ergogenesis - metabolic intermediates, Ch
4 in A/utr~ents as /3gogenic  Aids in Sports and Exercise, CRC Press, Boca Raton, 1993,
47-53.
Cerretelli P, Marconi C. L-Carnitine supplementation in humans. The effects on physical
performance. /nt J Sports Med 1990; 11(1):1-14.
Clarkson PM. Nutritional ergogenic aids: carnitine. /nt J Sport Nutr  1992; 2:185-190.
Cereda G, Scolari M. Effect of an energy stimulator on the performance of a group of
young people: evaluation by a video-game test. Acfa Vitamino/  Enzyrno/  1984; 6(1):63-68.
Antal A, Kovanecz 1, Bodis-Wollner  1. Visual discrimination and P300 are affected in
parallel by cholinergic  agents in the behaving monkey. Physio/ Behav 1994; 56(1):161-
166.
Carta A, Calvani M, Bravi D, Bhuachalla SN. Acetyl-L-carnitine  and Alzheimer’s disease:
pharmacological considerations beyond the cholinergic  sphere. Ann A/YAcad  Sci 1993;
695:324-326.
Falsini  B, Porciatti V, Bolzani  R, Marchionni A. Spatial-frequency-dependent changes in
the human pattern electroretinogram  after acute acetyl-L-carnitine administration. Graefes
Arch C/in Exp Ophfha/mo/ 1991; 229(3):262-266.
White HL, States PW. Acetyl-L-carnitine  as a precursor of acetylcholine.  Neurochem Res
1990; 15(6):597-601

Multiple Vitamin/Minerals:
1. Bucci LR. Introduction, Ch 1 in Sports Nutrition. Vitamins and Trace Hements,  Grandjean

A, Wolinsky  1, Eds., CRC Press, Boca Raton, FL, 1997, 1-28.
2. Bucci LR. Dietary Supplements as Ergogenic Aids, Ch 13 in Nutrition in Exercise and

Sporf, 3rd cd., Wolinsky  II Ed., CRC Press, Boca Raton, FL, 1998, 315-368.
3. Golf SW, Happel O, Graef V, Seim KE. Plasma aldosterone, cortisol and electrolyte

concentrations in physical exercise after magnesium supplementation. J C/h Chem C/in
Biochem 1984; 22(1 1):717-721.

4. Rayssiguier  Y, Guezennec CY, Durlach J. New experimental and clinical data on the
relationship between magnesium and sport. Magnes Res 1988; 3(2):93-102.

Phosphates:
1. Cade R, Conte M, Zauner C, Mars D, Peterson J, Linne D, Hommen N, Packer D. Effects

of phosphate loading on 2,3-diphosphoglycerate  an dmaximal  oxygen uptake. Med Sci
Sports Exer 1984; 16(3):263-268.

2. Farber MO, Sullivan TY, Fineberg N, Carlone S, Manfredi F. Effect of decreased 02
afinity  of hemoglobin on work performance during exercise in healthy humans. J Lab C/in
Med 1984; 104(2):166-175.

3. Bredle DL, Stager JM, Brechue WF, Farber MO. Phosphate supplementation,
cardiovascular funciton, and exercise performance in humans. J App/ F’hysio/  1988;
65(4):1 821-1826.

4, Stewart 1, McNaughton L, Davies P, Tristram S. Phosphate loading and the effects on
V02max in trained cyclists. Res Q Exert Spoti  1990; 61(1 ):80-84.

5. Krieder RB, Miller GW, Williams MH, Somma CT, Nasser TA. Effects of phosphate loading
on oxygen uptake, ventilator anaerobic threshold, and run performance. Med Sci Sports
Exer 1990; 22(2):250-266.



.“.

Page 5 Weider Nutrition International
2002 South 5070 West

Salt Lake City UT 84104

6, Krieder RB, Miller GW, Schenck D, Cortes CW, Miriel V, Somma CT, Rowland P, Turner
C, Hill D. Effects of phosphate loading on metabolic and myocardial responses to maximal
and endurance exercise. /nt J Sport AM 1992; 2:20-47.

7. Kraemer WJ, Gordon SE, Lynch JM, Pop MEMV, Clark KL. Effects of multibuffer
supplementation on acid-base balance and 2,3-diphosphoglycerate  following repetitive
anaerobic exercise. /nt J Spofl  AhJfr  1995; 5:300-314.


